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DETAILED ACTION 

Applicants amendments and arguments filed 1/22/08 are acknowledged and have been 
fully considered. Any rejection and/or objection not specifically addressed is herein withdrawn. 

Claims 1-11 have been cancelled. Claims 12,16,21,25,28,31,32,34,36 have been 
amended. Claims 39-68 have been added as new claims. 

As noted previously Applicant's election of the species of n-stearoyl-dihydrosphingosine 
(also known as n-stearoyl-sphinganine) for the ceramide; surfactant for the additional ingredient; 
Biot-VGVAPG for the polypeptide; and solution for the form in the reply filed on 6/5/07 is 
acknowledged. 

Claims 22,23,24,29,30,33,37 remain withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 6/5/07. Specifically, the 
claims are withdrawn as being drawn to a nonelected additional ingredient (claims 22,30), 
polypeptide (claims 23,24,29,37), or form (claim 33). 

It is noted that although claim 35 was included in the previous examination it is properly 
withdrawn (the ceramide of claim 35 includes a carbon carbon double bond while the elected 
species does not) as noted by the applicant. Applicant has also acknowledged that new claims 
45,59,66-68 are drawn to non-elected species. 

Claims 35,45,59,66-68 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Specifically, the claims are withdrawn as being drawn to a nonelected ceramide (claims 
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35,45,59 in which ceramide includes a carbon carbon double bond) or polypeptide (claims 66- 
68). 

Claims 12-21,25-28,31-32,34,36,38-44,46-58,60-65 are under consideration. 

In the course of searching for the elected species other prior art to nonelected species was 
uncovered and is cited herein. It is noted that the claims have been examined with regard to the 
elected species, not the complete genus of species claimed. Compliance with, for example, 35 
USC 112 1 st paragraph (written description) has only been considered with regard to the elected 
species and not to the complete genus of species claimed. 

Specification 

The disclosure remains objected to because of the following informalities: 

The use of the trademarks (such MATRIXYL page 2) has been noted in this application. 
It should be capitalized and include a proper trademark symbol such as ™ of © following the 
word wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
which might adversely affect their validity as trademarks. 

Appropriate correction is required. 

Response to Arguments - specification 

Applicants argue that the trademarks are already capitalized. 
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Applicant's arguments filed 1/22/08 have been fully considered but they are not 
persuasive. 

A proper trademark symbol such as ™ of © remains missing from the trademarks in the 
instant specification. 

Claim Objections 

Claims 25,39 are objected to because of the following informalities: 

Claims 25 and 39 as amended recite '(w/w/)'. There is an extra backslash present. 

Appropriate correction is required. 

Art Rejections 

Applicants amendments have overcome the outstanding 102 rejection. The 103 rejection 
is maintained for numerous claims as cited below. Since numerous claims have been amended 
and new claims have been added the rejection is rewritten below in the context of the instant 
claims using the same references as in the previous rejection. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 12-21,25-28,31-32,34,36,38-44,46-58,60-65 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Seiberg et al. (US 2002/0197219 as cited in IDS), Lintner (US 
6,620,419), and Cauwet-Martin et al. (US 5,830,481). 

Seiberg teach peptide compositions (claim 1) including peptides (section 0017) such as 
H 2 -Val-Gly-Val-Ala-Pro-Gly-NH 2 and Palmitoyl-Val-Gly-Val-Ala-Pro-Gly-OH (claim 3), for 
cosmetic applications. The peptide Palmitoyl-Val-Gly-Val-Ala-Pro-Gly-OH meets the structural 
limitations of the peptide of claims 12-21,25-28,31-32,34,36,38-44,46-58,60-65 of the instant 
invention. 

The composition of Seiberg includes at least one other ingredient, a pigment (claim 1) as 
recited in claim 12,21,25,28,36 of the instant invention. 

Seiberg teach that the topical composition can further comprise surfactants (section 0051) 
as recited in claim 34 of the instant invention. 
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Seiberg teach that the composition can be in the form of a solution (section 0034-0035) 
as recited in claim 32 of the instant invention. 

Seiberg teach that the topical composition can further comprise ceramides and surfactants 
that will typically be present in an amount from about 0.001% to about 20% (section 0051- 
0052). Seiberg state that unless otherwise indicated the percentages refer to percentage by weight 
(% w/w) (section 0007). Seiberg teach that the amount of peptide ranges from 0.001%-10% by 
weight (section 0030). In the examples, Seiberg teach that the peptides were tested at 250uM and 
500 uM (section 0068). Seiberg teach a topical administration of the peptide containing 
composition to the skin (claim 15, section 0066). Specifically, compositions were applied 
topically twice a day for multiple weeks (section 0066). 

The difference between the teachings of Seiberg and the instant claims, is that Seiberg 
does not teach the specific ceramides such as n-stearoyl-dihydrosphingosine or the particular 
ratios between ceramide and the peptide. 

Cauwet-Martin teach a cosmetic composition containing a ceramide (claim 1). Cauwet- 
Martin teach that ceramides are known to protect and/or repair the skin (column 1 line 20-24). 
Cauwet-Martin specifically teach the ceramide n-stearoyl-dihydrosphingosine (also known as n- 
stearoyl-sphinganine) (claim 1) thus meeting the structural limitations of the ceramide of claims 
12-21,25-28,31-32,34,36,38-44,46-58,60-65 of the instant invention. Cauwet-Martin teach the 
use of surfactants in the composition (column 6 line 40-45), use as a solution (claim 1), and a 
composition containing at least one other ingredient such as water. Cauwet-Martin teach the 
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ceramide at 0.0001% to 15% (column 4 line 57-59) and more specifically 0.0001 to 10% and 
0.0001 to 5% in claims 5-6. In example 2 (column 8) the ceramide is taught at 0.1% and in 
example 6 (column 9) the ceramide is taught at 10%. 

Taken together, it would have been obvious to one of skill in the art to use the prior art 
elements taught by Seiberg, and Cauwet-Martin because the ingredients are all used for cosmetic 
compositions. One would have had a reasonable expectation for success since the elements are 
disclosed for the same use as cosmetics. 

In particular Seiberg teach peptide compositions (claim 1) including peptides (section 
0017) such as Palmitoyl-Val-Gly-Val-Ala-Pro-Gly-OH (claim 3). Seiberg teach that the amount 
of peptide ranges from 0.001%- 10% by weight (section 0030). In the examples, Seiberg teach 
that the peptides were tested at 250uM and 500 uM (section 0068). Seiberg teach that the topical 
composition can further comprise ceramides that will typically be present in an amount from 
about 0.001% to about 20% (section 005 1-0052). Seiberg teach a topical administration of the 
peptide containing composition to the skin (claim 15, section 0066). 

Cauwet-Martin teach that ceramides are known to protect and/or repair the skin (column 
1 line 20-24). Cauwet-Martin teach the ceramide at 0.0001% to 15% (column 4 line 57-59) and 
more specifically 0.0001 to 10% and 0.0001 to 5% in claims 5-6. In example 2 (column 8) the 
ceramide is taught at 0.1% and in example 6 (column 9) the ceramide is taught at 10%. 

Since Seiberg teach the use of ceramides one would be motivated to use ceramides. Since 
Cauwet-Martin teach that ceramides are known to protect and/or repair the skin (column 1 line 
20-24) one would be motivated to use the ceramides (such as n-stearoyl-dihydrosphingosine as 
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described in claim 1) in the compositions of Seiberg which are applied to the skin (claim 15, 
section 0066). 

As such, one would be motivated to combine the peptides as taught by Seiberg with the 
ceramides as taught by Cauwet-Martin. Cauwet-Martin teach the ceramide at 0.0001% to 15% 
(column 4 line 57-59) and more specifically 0.0001 to 10% and 0.0001 to 5% in claims 5-6. In 
example 6 (column 9) the ceramide is taught at 10%. 

Seiberg teach that the amount of peptide ranges from 0.001%-10% by weight (section 
0030) meting the peptide range set in claims 12,25,28,31,39,53 of the instant invention. In the 
examples, Seiberg teach that the peptides were tested at 250uM and 500 uM (section 0068). 

For the combination one would be motivated to begin with the specific example recited 
by Cauwet-Martin (example 6 columns 9-10) in which the ceramide is at 10% in a quantity of 
water sufficient for lOOg (i.e. final volume of ~100ml). Such ceramide concentration (i.e. -10%) 
meets the limitations of claims 48,49,62,63 of the instant invention. To such a composition one 
would be motivated to add Palmitoyl-Val-Gly-Val-Ala-Pro-Gly-OH as taught by Seiberg at 
250uM as in the example (section 0068). Using an estimated molecular weight of 750g/mol for 
the peptide of Seiberg the estimated amount of peptide is 187.5ppm (250uM x 0.1L x 500g/mol 
x mol/10 6 umol = 0.01875g; 0.01875/100 = 0.0001875 = 187.5ppm or 0.01875%) thus meeting 
the peptide limitations cited in claims 36,38 for example. As such the ratio of polypeptide to 
said ceramide is (10% to 0.01875% or 1 :533) thus meeting the limitations recited in claims 17- 
18,46-47,60-61 of the instant invention and the limitation that said ceramide be in amount that is 
greater than said polypeptide as recited in claims 12,25,28,39,53 of the instant invention. Further, 
since Cauwet-Martin teach the ceramide at 0.0001% to 15% (column 4 line 57-59) and more 
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specifically 0.0001 to 10% and 0.0001 to 5% in claims 5-6 and 0.1% in example 2 (column 8) 
one would be motivated to use the other concentrations of ceramide such as 0.1% as recited in 
example 2 thus meting the limitations of claims 50-51,65-65 of the instant inventions. Since 
claim 6 recites concentrations up to 5% one would be motivated to use 5% thus meeting the 
limitations of claim 36,38 for example. Further, it would have been obvious to one skilled in the 
art at the time of invention to determine all optimum and operable conditions (e.g. 
concentrations/ratios), because such conditions are art-recognized result-effective variables that 
are routinely determined and optimized in the art through routine experimentation. ("[W]here the 
general conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 
USPQ 233, 235 (CCPA 1955). See MPEP § 2145.05). 

It has been recently held that "Neither §103 's enactment nor Graham's, analysis disturbed 
the Court's earlier instructions concerning the need for caution in granting a patent based on the 

combination of elements found in the prior art." KSR v. Teleflex . 550 U.S. , 82 USPQ2d 

1385, 1389 (2007). The KSR court stated that "a combination of familiar elements according to 
known methods is likely to be obvious when it does no more than yield predictable results." KSR 
at 1389. 

Furthermore, The KSR court concluded that "obvious to try" may be an appropriate test 

under 103. The Supreme Court stated in KSR 

When there is motivation 

"to solve a problem and there are a finite number of identified, predictable solutions, a person 
of ordinary skill has good reason to pursue the known options within his or her technical 
grasp. If this leads to anticipated success, it is likely the product not of innovation but of 
ordinary skill and common sense. In ihii m-ini;. ilic i i- ' Hi ii i ,,.nihin in,.n ■• i . i,.m . i,. 
try might show that it was obvious under § 103." KSR Int'l Co. v. Teleflex Inc., 127 S. 
Ct. 1727, , 82 USPQ2d 1385, 1397 (2007). 
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In the instant case all the claimed elements were known (specific peptide and peptide 
concentrations as taught by Seiberg; specific ceramide and ceramide concentrations as taught by 
Cauwet-Martin) in the art as discussed above and one skilled in the art could have combined the 
elements by known methods and the combination would have yielded predictable results. From 
the teachings of the references, it is apparent that one of ordinary skill in the art would have had 
a reasonable expectation of success in producing the claimed invention. Therefore, the invention 
as a whole was prima facie obvious to one of ordinary skill in the art at the time the invention 
was made, as evidenced by the references. 

It is noted that claims 25,53 and dependent claims are drawn to methods of prevention. 
Since a method of prevention is used on a patient population prior to the onset of the 
ailment/disorder, any patient population is available for preventative administrations. In the 
instant case, Seiberg teach a topical administration of the peptide containing composition to the 
skin (claim 15, section 0066) meeting the active step of the instant claims. 

It is noted that claim 12 recites 'having anti-aging activity' and that claims 16 and 52 for 
example recite 'ability to treat of prevent wrinkles'. In the instant case Seiberg teach peptides 
that meet the structural limitations of the claims. Since products of identical compositions can 
not have mutually exclusive properties (MPEP section 21 12.01) the properties are necessarily 
present in the peptides of Seiberg. 

It is noted that Seiberg does not teach biotinylated peptides like the elected peptide. 
However, the peptides taught by Seiberg read on instant claims such that claims 12-21,25-28,31- 
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32,34,36,38-44,46-58,60-65 are unpatentable over Seiberg et al. (US 2002/0197219 as cited in 
IDS), and Cauwet-Martin et al. (US 5,830,481). 

Lintner teach cosmetic compositions of peptides (claim 4). The peptides include chemical 
modifications at the N-terminus to enhance their activity, stability and to increase their 
lipophilicity (abstract). Examples of such modifications include addition of a palmitoyl group 
(claim 1) or a biotin group (claim 4). 

Since Seiberg teach a peptide with a palmitoyl group (claim 3) it would have been 
obvious to substitute the biotin group for the palmitoyl group. The claim would have been 
obvious because the substitution of one known element for another would have yielded 
predictable results to one of ordinary skill in the art at the time of the invention. 

Response to Arguments 103 rejection 
Since the claims have been amended and new claims have been added, a rejection 
adapted to the claims is recited above using the same references as in the previous rejection. 

Applicants argue that Seiberg does not teach or suggest the ranges of polypeptides 
claimed and does not support the claimed ratios of ceramide to polypeptide and that the other 
references fail to cure the deficiencies. Applicants argue that while the amounts may overlap, 
Seiberg does not teach the full range as claimed, for example, in claim 12. Applicants argue that 
Cauwet-Martin teaches away from the claimed invention. In particular, Cauwet-Martin teach that 
the ceramide is provided in an amount that is greater than the polypeptide. 

Applicant's arguments filed 1/22/08 have been fully considered but they are not 
persuasive. 
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As discussed above Seiberg teach that the amount of peptide ranges from 0. 001%- 10% 
by weight (section 0030). In the examples, Seiberg teach that the peptides were tested at 250uM 
and 500 uM (section 0068). As discussed above when combined with Cauwet-Martin the 
estimated amount of peptide is 187.5ppm (250uM x 0.1L x 500g/mol x mol/10 6 umol = 
0.01875g; 0.01875/100 = 0.0001875 = 187.5ppm or 0.01875% ). As such, the peptide limitations 
of claim 12 (as well as the other claims) are met. Although applicant argues that the full range, 
for example, in claim 12 is not taught, section 2131.03 of the MPEP discuss anticipation of 
ranges and section 2144.05 of the MPEP teach obviousness of ranges. Section 2131.03 teach that 
a specific example in the prior art which is within a claimed range anticipates that the range. As 
such, teaching the ' full range ' (i.e. 0.0000 1%-10%) as asserted by applicant is not necessary. 
Section 2144.05 of the MPEP states: "In the case where the claimed ranges "overlap or lie inside 
ranges disclosed by the prior art" a prima facie case of obviousness exists." As such, since 
Seiberg teach that the amount of peptide ranges from 0.001%-10% by weight (section 0030) and 
the example combined with Cauwet-Martin teach the peptide at 0.01875% the claim limitations 
of for example, of about 0.00001%) to about 10%> as recited in claim 12 are met. 

As discussed above the peptidexeramide ratios include 10% to 0.01875%o or 1:533 thus 
meeting the limitations recited in claims 17-18,46-47,60-61 of the instant invention and the 
limitation that said ceramide be in amount that is greater than said polypeptide as recited in 
claims 12,25,28,39,53 of the instant invention. 

Regarding the argument that Cauwet-Martin constitutes a teaching away it is noted that 
the claims are drawn to the ratio between a specific peptide (not any peptide) and the ceramide. 
In the instant case, the rejection is a multiple reference rejection relying on components of 
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Seiberg (the specific peptide for example) and components of Cauwet-Martin (the specific 
ceramide for example). Instant claim 28 is drawn to a peptide of a particular sequence and the 
claim states that the amount is in relation to said polypeptide. Although Cauwet-Martin disclose 
the use of other polypeptides such components are permissible in the compositions as claimed. It 
is noted that claim 12 for example recites that the composition comprises at least one 
polypeptide . In accord with section 21 1 1 .03 of the MPEP 'comprises' is to be interpreted as 
open-ended language. As such additional components are permissible in the composition. 
Further, claim 12 recites at least one polypeptide so more than one polypeptide is permissible. If 
there are other polypeptides present, the claimed ratios arc between the claimed polypeptide (for 
example the peptide of formula I of claim 28) and the ceramide. Although Cauwet-Martin 
compare a ratio of wool keratin hydrolysate to ceramide, such ratio is not the ratio that is being 
claimed. In the instant case the appropriate ratio involves the peptide of Seiberg and the ceramide 
of Cauwet-Martin (i.e. 1 :533). As such Cauwet-Martin does not constitute a teaching away. 

It is noted that section 2144.05 III of the MPEP discuss rebuttal of ranges. However, 
applicant has not convincingly rebutted the obviousness rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RONALD T. NIEBAUER whose telephone number is (571)270- 
3059. The examiner can normally be reached on Monday-Thursday, 7:30am-5:00pm, alt. 
Friday, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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